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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
2/12/2007 has been entered. 

Acknowledgements 

1 . This office action is in response to the reply filed on 2/12/2007 and 1 1/20/2006. 

2. In the reply, the Applicant amended claims 13 and 16. 

3. Thus, claims 13-16 remain pending for examination. 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

5. Claims 13, 15, and 16 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Heil, Jr. (5041107). Heil, Jr. discloses an implantable drug delivery system (10) 
having a storage area (14; col 5, Ins 29-38) for storing a drug; a metering for metering a 
predetermined, effective amount of the drug though a drive electrode (22), a power 
source (12) and oppositely charged return electrode (26) (col 2, Ins 8-56; col 4, Ins 16- 
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30); a delivery means for delivering an effective amount of drug comprising a catheter 
(14) having a longitudinal axis (Fig 1) and having a plurality of drug delivery ports (22, 
32, 44) being a plurality of slits (22, 32, 44) that are movable between an open position 
to delivery the drug to the patient and a closed position (col 3, Ins 54-56; col 4, Ins 7-9; 
col 4, Ins 16-30); a drug delivery path preservation means comprising a substance for 
resisting the fibrous occlusion proximate and in the drug delivery ports and wherein the 
substance is in the drug delivery ports (col 4, Ins 36-46, col 4, Ins 58-63; wherein the 
Examiner notes that the portion of the catheter body (36, 38) whereby the film or 
membrane (34) is tightly conformed over and attached is proximate and structured over 
the drug delivery port and the film or membrane (34) is a substance that resists 
formation of fibrous occlusions, such as blood clots via fibrinogen and thrombin (col 6, 
Ins 40-43, Ins 58-63). Also see discussion below in response to arguments. 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. Claim 14 is rejected under 35 U.S.C. 103(a) as being unpatentable over Heil, Jr. 
in view of Urry (5520672). Heil, Jr. discloses the invention substantially as claimed 
except for disclosing that the substance for resisting fibrous occlusions comprises 
poly(glycine-valine-glycine-valine-proline) or poly(GVGVP). Urry teaches that it is known 
to have substance for resisting fibrous occlusions comprises poly(glycine-valine-glycine- 
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valine-proline) or poly(GVGVP) (col 7, Ins 67-col 8, Ins 5) for the purpose of preventing 
fibrous encapsulation to occur when implanted in a living system (col 7, Ins 67-col 8, Ins 

* 

5). It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify the substance as taught by Heil, Jr. with the 
poly(GVGVP) as taught by Urry for the purpose of preventing fibrous encapsulation to 
occur when implanted in a living system (col 7, Ins 67-col 8, Ins 5). 

Response to Arguments 

8. Applicant's arguments filed 1 1/20/2006 have been fully considered but they are 
not persuasive. 

9. The Applicant argues that: 

i. Heil only discloses preventing occlusion of the drug deliver slits by 
a physical barrier (Remarks, pg 5, paragraph 4). 

ii. Heil does not teach the delivery of a substance to the drug delivery 
ports that resists fibrous occlusion (Remarks, pg 5, paragraph 4). 

iii. Heil fails to supply any logic why would should replace a physical 
barrier with a substance (Remarks, pg 5, paragraph 4) and Urry fails to 
supply any reason to replace the physical barrier with such a substance or 
disclose the use of such materials as a drug delivery catheter with a 
plurality of drug ports thus there is no motivation to combine the 
references of Heil and Urry (Remarks, pg 6, paragraph 1-2). 

10. In response to applicant's argument (i) the Examiner notes that Heil does not 
only disclose preventing occlusion of the drug delivery slits by a physical barrier. 
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Rather, in addition to the slits (22, 32, 44) Heil discloses a plastic membrane (34) 
bonded to the catheter body at (36) and (38) in tightly conformed and covering relation 
to the slits (22, 32, 44). The material of the membrane is selected so as to have a 
desired molecular weight cut-off property and more specifically to be a total barrier 
against the high molecular weight blood clot forming substances such as fibrinogen and 
thrombin (col 4, Ins 38-43, 58-63). This allows the slot to remain patent over long period 
of implantation within the body (col 4, Ins 44-45). Additionally, the membrane is also 
closed to create a barrier to the outflow of the delivery drug (col 4, Ins 46-48). This 
means that the membrane is also explicitly disclosed as being part of the drug delivery 
port, thus, the substance for resisting fibrous occlusions is in the drug delivery ports. 
Heil additionally discloses that the membrane may be comprised of various 
biocompatible plastics (col 4, Ins 60-63). 

11. In response to applicant's argument (ii) that the references fail to show certain 
features of applicant's invention, it is noted that the features upon which applicant relies 
(i.e., the delivery of a substance to the drug delivery ports that resists fibrous occlusion) 
are not recited in the rejected claim(s). Although the claims are interpreted in light of 
the specification, limitations from the specification are not read into the claims. See In 
re Van Geuns, 988 F.2d 1181, 26 USPQ2d 1057 (Fed. Cir. 1993). In the instant case, 
the Applicant has merely recited that a substance is provided in the drug delivery ports 
that resists fibrous occlusion. There is no recitation of delivery of such a substance in 
the claims. Thus, Heil reads on the claims because Heil discloses a substance (34) is 
provided in the drug delivery ports that resists fibrous occlusion (col 4, Ins 37-63). 
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12. In response to applicants argument (iii) that there is no suggestion to combine 
the references, the examiner recognizes that obviousness can only be established by 
combining or modifying the teachings of the prior art to produce the claimed invention 
where there is some teaching, suggestion, or motivation to do so found either in the 
references themselves or in the knowledge generally available to one of ordinary skill in 
the art. See In re Fine, 837 F.2d 1071, 5 USPQ2d 1596 (Fed. Cir. 1988)and In re 
Jones, 958 F.2d 347, 21 USPQ2d 1941 (Fed. Cir. 1992). In this case, the Examiner 
notes the Heil discloses both a barrier and a substance as delivery means and delivery 
path preservation means (see above discussion to argument (i). Heil additionally 
discloses that the membrane may be comprised of various biocompatible plastics (col 4, 
Ins 60-63). The important characteristics of the material chosen for Heil's membrane 
(36) are its ability to be a barrier against blood clot forming substances such as fibrogen 
and thrombin so the catheter's lumen remains free of occlusion and in a working state 
over prolonged periods of implantation in the body. The Examiner notes that Urry 
discloses biocompatible substances for resisting fibrous occlusions on implanted 
devicers. Specifically, Urry discloses that poly(VPGVG) is a very biocompatible material 
that shows no tendencies to cause formation of protein coatings and fibrous 

* 

encapsulation when implanted in living systems (col 7. Ins 67-col 8, Ins 5). Thus, the 
Examiner finds that there is proper motivation to combine the teachings of Urry involving 
the biocompatible poly(VPGVP)'s ability to resist fibrous encapsulation on implantation 
as a biocompatible material in the membrane of Heil that desires resisting of fibrous 
encapsulation on implantation. The rejection is maintained. 
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Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Andrew M. Gilbert whose telephone number is (571) 
272-7216. The examiner can normally be reached on 8:30 am to 5:00 pm Monday 
through Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571)272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 





KEVIN C. SIRMONS 



